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Questions and Comments:

If you have any questions or comments regarding the Clinical JzdateSystem
(CDUS) or submiting your data to CTEP via tHeTEPFTPsite,please contact the
NCI CTEP Help Desk by telephone (301) 8®02 or toll free 48882837457,

fax (301) 9482242, or email atncictephelp@ctepci.nih.gov

If you submit your data to CTEP via the CDS web application, please sendeany qu
riesto: NCICB Application Support Desk by telephqi3©1) 4514384 or toll free
1-888-4784423,0r email atncicb@pop.nci.nih.gov

Additional information regating the CJS is available on the CTEP Home Page
(http://ctep.info.nih.gov/)
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1. CLINICAL DATA UPDATE SYSTEM (CDUS)
INSTRUCTIONS

1.1. OVERVIEW

The Clinical DatdJpdateSystem (CIJS) is the primary resource of clinical trialtddor the

NCI Division of Cancer Treatment and Diagno@sCTD) and the Division of Cancer Prevention
(DCP). CDJS reports should be submittid all DCTD-and DCPsponsored trials (Phase 1, 2,
and 3). This includes all DCTBponsored Cooperative Group and CCOP Research Base trea
ment trials utilizing CTEPsponsorednvestigationahgens and trials utilizing notNCI agents
(commercialor investigational); all DCTD grant funded n@ooperative Group (Cancer Center
or other institution) trials (if CDS reporting is a grant requirement) uiitig nonrNCI agents; all
DCTD sponsored Cooperative Group and CCOP Research Bageeatment trials (accrual

100 pts.); and all DCP sponsored CCOP Research Base cancer preventiantrahttiets.

CTEP staff, in conjunction with external participants [e.g., Caaipe Groups, Cancer Centers,
Food and Drug Administration (FDA), manufacturers], have made every attempt to define the
minimum number of data elements needed to fulfill the regulatory, scientific, and administrative
needs of the NCI. The amount of infation required for submission to CTEP will vary deghen

ing on certain characteristics of the trial (Setiorl.3, Wifiat Data Should be Submittedior

further details).

Specific details about ADS reportingeequirements can be found in the sections that follow.

1.2. WHO SHoOULD SuBMIT DATA

Group/Institution Trials :

For each protocol, the Lead Group or the Lead Institution is responsiblgbfoitsngthe CDUS
data.

Inter -Group/Multi -Institution Trials:

The Lead Group or the Ledadistitution for theprotocol is responsible for compiling and submi
ting the CDUS data for all participants.

Cooperative Groups participating in pharmaceutical compary sponsored studies:

An exception is made in this situation The participating Cooperative Group will be considered
the lead organization and an AbbreviatedEData Sewill be submitted quarterly. If multiple
Groups are participating on a pharmaceutical sponsored study, tHezath&roup will bea-
sponsible for compiling and submitting €IS data for all Group participants.

1.3. WHAT DATA SHOULD BE SUBMITTED

Either an Abbreviated COS Data Sefcontaining the data elements found in Secfidnl,
fAdministrative, and Sectior2.2.1, Paflient Demographic Iterdsor a Complete CDS Data
Set(contdning all appopriateCDUS data elements) will be required. CTEP has grouped data
elements into three categories: Mandatory, Requested, and Optional. Please refer t®,Section
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ACDUS Business Rulesfor a conplete listing of the business rulasdfor more information e-
garding mandatory and requested data elemaittdata submissions must be cumulativeThe
type and amount of data required from an investigator depends upon thengilo

« The trial source (Goperative Group and Community Clinical Oncology Program
(CCOP) Research Base vs. AGooperative Group),

« Whether the trial utilizes a CTESponsorednvestigational agent,
« The phase of the trial, and
« Ifthe trial is sponsored by DCTD or DCP.

1.3.1. ABBREVIATED CDUS DATA SET

The Abbreviated CDS Data Seis limited to protocol administrative amétient a-
mographic information.

An Abbreviated CJS Data Setvill include the following administrative dataeel
ments

« NCI Protocol Number,
« Date Report Submitted
« CutOff Date for Data,
« Current Protocol Status,
« Current Protocol Status Date,
« Person Completing the Report
« Name: Last Name”First Name”Middle Initial,
« Telephone Number,
« Fax Number (optional)
« E-mail Address (optionalland
« Change Code.

SeeSection2.1.1, Adininistrative, fior descriptions of the administrative data-el
ments

An Abbreviated CJS Data Setwill also include the following patient demogiap
data elements:

o Patient ID,

« PatientZip Code

« PatientCountry Code,

« PatientBirth Date,

o PatientGender,

« PatientEthnicity,

« PatientMethod of Payment,
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o Date of Patient Entry

+ Registering Group Codall studies with Group participat),
« Registering Institution Cod@nandatory as of April 1999),

« PatientDisease Codémandatory as of July 2005), and

« PATIENT_RACES Table

SeeSection2.2.1, Pdlient Demographic Itemdor descriptions of the patiedeno-
graphic data ements.

Note: When available, the submission of correlative study information as
well as publicationand author information is expected for CDUS-
Abbreviated studies.

1.3.2. CoMPLETE CDUS DATA SET

The Complete CDS Data Setontains the information found in the Abbreviated
CDUS Data Sein addition topatient administrative information (e.¢reatinginstitu-

tion code, patient treatment status), treatment information (e.g., agent administered
total dose per courseydverseeventinformation (e.g., AE type, grade), and response
information (e.g., response observed, despaonse observed). In short, the Complete
CDUS Data Semightinclude all data elements described in SecBorDATA
ELEMENT DESCRIPTIONS

Note: Data related to Phase 1 end points are only required to be submitted for Phase 1
trials. The end poinshould define eithethe recommended Phase 2 dose or thémin
mum effective dosalepending on tocol objectives.

The complete report should be submitted quarterly. Response data for all Phase 1 and
Phase 2 trials shoukllsobe submitted on a quarterly basis.

Note:'P| ease note that the NCI ma ytmenhstudys e t o A up
from abbreviatedo complete CDUS reportingquirement®ased on the priority of the

trial. Investigators will be notified in writing during thers®nsus review and protocol

approval process regarding the repartinquirements for a given study. This discreti

nary actiorapplies to both CTEP aridCP studies.

1.3.3. TRIAL CATEGORIES

The following sections describe tnhe various
formation necessary for eadh.summary of this information can be found in Table A

and Table B. A description of each data element to be collected can be found in Se

tion 2, DATA ELEMENT DESCRIPTIONSO

1.3.3.1. Treatment Trials that include CTEP-sponsored IND Agents

Cooperative Group and Research Base trials andCooperative Group (Cancer
Center or other institution) trials:
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1.3.3.1.1. PHASE1li CTMS MONITORED TRIALS THAT INCLUDE CTEP-
SPONSORED IND AGENTS

Early Phase 1 trials often require more intensive monitoring. Early Phase 1 trials
will continue to be reported to CTEP using the Clinical Trials Monitoring Service
(CTMS). CTEP will abstract the QIS information subset from the CTMS data

on a monthly basis. lrestigators will not be obligated to submit any additiorzal d
ta to the CJS.

1.3.3.1.2. PHASE 17 NON-CTMS MONITORED TRIALS THAT INCLUDE
CTEP-sPONSORED IND AGENTS

A Complete CIJS Data Seteport (all CDJS data elements) is required. Invest
gaors should submit the Complete OB Data Seteport to CTEP on a quarterly
basis.

1.3.3.1.3. PHASE 2 TRIALS THAT INCLUDE CTEP-SPONSORED IND
AGENTS

A Complete CIUS Data Seteport is required (all CDS data elements except
Phase 1 endpoints). Investigators should submit the CompldisORta Sete-

port to CTEP on a quarterly basis. Response data for all trials shall be submitted
quaterly.

1.3.3.1.4. PHASE 3 TRIALS THAT INCLUDE CTEP-SPONSORED IND
AGENTS

An Abbreviated CJS Data Seteport is required. Investigators should submit the
Abbreviated CIUS Data Seteport to CTEP on a querly basis for alCTER
sponsored Phase 3 treatment trials.

1.3.3.2. Treatment Trials that do not include CTEP-sponsored IND

Agents

1.3.3.2.1. COOPERATIVE GROUP AND RESEARCH BASE TRIALS

An Abbreviated CJS Data Seteport is required. Phase 1, 2, Bivestigators

should submit an Abbreviated CI3 Data Seteport to CTEP on a quarterly basis
for all DCTD sponsored Cooperative Group and CCOP Research Base treatment
trials that do notiilize a CTERsponsored IND agelfe.g., commercishgents or
non-NCI IND agents).

NOTE: The NCI may choose to Aupgradeodo a
Abbreviated to Comlete CDJS Data Seteporting, based on the priority of a trial.
Investigators will be notified in writing during the consensus review and protocol
approval process regarding the reportiaguirements for a given study.

Note: Adverse Eversand Response dashould be eported as per protocol guae
lines.

1.3.3.2.2. NON-GROUP (CANCER CENTER OR OTHER INSTITUTION)
TRIALS

CTEP Home Page: http://ctep.cancer.qov/ 4

January 15, 2008

Produced by CTIS, Inc.

Phase



1.3.3.2.2.1. Approved NCI Grant which requires CDUS Re-
porting

If CDUS reporting is a Grant requirement, investigators should submit an

Abbreviated CJS Data Seteport to CTEP on a quarterly basis for all

DCTD funded treatment trials that dot utilize a CTERsponsored IND
agent(commercialagents or noiNCI IND agent).

Note: Consortium Study Guidelines

Most consortium studies using a CTEP IND agent should submit a
CDUS-Complete data set.

If the consortium study does not use a CTEP IND agent, repoeting r
quirements will generally be CDUSbbreviated.

NOTE:The NCI may choose to Aupgraded a Pha
from Abbreviated to Complete QIS Data Seteporting based on the priority

of a trial. Investigtors will be notified in writing during the consensus review

and protocol approval process regarding the reporting requirements foer a gi

en study.

Note: Adverse even@nd response dashould be reported as per protocol
guidelines.

1.3.3.2.2.2. Non-Group (Cancer Center or other Institution)
Trials that do not include a CTEP-sponsored
IND agent or NCI Grant

CDUS reporting is not required.

1.3.3.3. Non-Treatment Trials (pharmacokinetic, cytogenetics,
etc.)

1.3.3.3.1. CoOPERATIVE GROUP AND CCOP RESEARCH BASE NON-
TREATMENT TRIALS

For Phase 1, 2, and 3 triaés1 Abbreviated CDS Data Seteport is required.n-
vestigators should submit an Abbreviatedl®™Data Seteport to CTEP on a
guarterly basis for all DCTD sponsored Co@ige Group and CCOP Research
Base nortreatment trials with a total expected accrfagreater than 100 patients.
CDUS reporting is notaquired if a DCTD sponsored Cooperative Group and
CCOP Research Base nvratment trial has expected accrual of less than 400 p
tients.

1.3.3.3.2. NON-GRoUP (CANCER CENTER OR OTHER INSTITUTION) NON-
TREATMENT TRIALS

For Phase 1, 2, and 3 trials, OB reporting is not required.

1.3.3.4. DCP Sponsored CCOP Research Base Cancer Prevention
and Control Trials (chemo-prevention; bio-marker and
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